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A. INTRODUCTION 

 

In this project, we are conducting a clinical trial in which patients with multiple myeloma are 

eated with an anti-PD1 antibody (CT-011) alone (Cohort 1) and in conjunction with a dendritic tr

cell/myeloma fusion cell vaccine (Cohort 2) following autologous transplantation. The goal of 

the project is determine the effect of CT-011 alone, and in conjunction with a DC/myeloma 

fusion cell vaccine, to stimulate effective anti-tumor immunity and disease response.  

 

B. BODY 

 

Clinical Trial 

 

The clinical study is being conducted in two stages. In the first stage, a pilot study is being 

onducted in which patients are treated with CT-011 alone following autologous transplant. The 

ansplant period. The secondary objective is to assess the toxicity of treating patients with CT-

O11 in combination with 

C/myeloma fusion vaccine following autologous transplant, 2) To correlate levels of 

-

c

primary objective of this stage is to explore immunologic responses to CT-011 in the post-

tr

011 in the post-transplant setting. 

 

In the second stage, patients receive a combination of CT-011 and DC/myeloma fusion 

vaccination. The primary objective is to determine if cellular immunity is induced by treatment 

with monoclonal antibody CT-011 and DC/myeloma fusion cells in conjunction with stem cell 

transplant. The secondary objectives of this stage are: 1) To assess the toxicity associated with 

treating multiple myeloma patients with monoclonal antibody CT-

D

circulating activated and regulatory T cells with immunologic response, and 3) To define anti-

tumor effects using serum markers, radiological studies, and time to disease progression. 

 

The targeted study population includes patients with multiple myeloma who are potential 

candidates for high dose chemotherapy with stem cell rescue. In cohort 1, participants receive 

three infusions of CT-011 at doses of doses of 3mg/kg given at 6 week intervals beginning 1-3 

months following autologous transplant. In cohort 2, participants receive three infusions of CT
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011 given at six week intervals, in conjunction with vaccination with DC/myeloma fusion cells. 

Vaccination is given one week before each infusion of CT-011 and is given in conjunction with 

M-CSF on the day of vaccination and for three days thereafter.  G

 

Status: The protocol (DF-HCC protocol number 09-061) is open to accrual at the DF/HCC as of 

March 19, 2010. Rambam Medical Center (RMC) in Haifa, Israel was added on April 26, 2011. 

As of July 5 2012, 10 patients on cohort 1 became evaluable (having received 2 infusions of CT-

0 d t t 2 wa tiate  M 13, 50 patien been 11), an  enrollmen to cohor s ini d. As of ay 1, 20 ts have 

scr ed. Th  have ht scr  failures ix pat id d een ere been eig een : s ients d not meet eligibility criteria an

two patients elected to pursue only standard of care therapy. To t date, 43 participants have me

eligibility criteria and have been enrolled: 27 patients on the first cohort (19 at DF/HCC and 8 at 

RMC) and 16 patients on the second cohort (14 at DF/HCC and 2 at RMC.) This is summarized 

in Table 2. 

 

To date, 14 participan come off study prior to in  o in Table 2. 

 

ts have itiation f study treatment, as outlined 

Currently, 29 participants are enrolled to the study: 14 patients on the first cohort (9 at DF/HCC 

and 5 at RMC) and 15 patients on the second cohort (13 at DF/HCC and 2 at RMC.) Of the 

subjects who are enrolled onto the first cohort at DF/HCC, seven have completed both study 

treatment and active follow-up and are now in long-term follow-up; and two are undergoing stem 

cell collec r for nt. e subjects enrolled o e fi ations in p eparation  transpla  Of the fiv nto th rst cohort t 

RMC, four have com atme d acti w-up and are now in m follow-up; pleted tre nt an ve follo  long-ter

and one has completed treatment and is now in active follow-up.  

 

Of the subjec enrolled to the oho HC ne is rrentl ivin ntts on  second c rt at DF/ C, o  cu y rece g treatme ; 

three have undergone au ogou  tr nd l initi  treatm ith va e andtol s stem cell ansplant a  wil ate ent w ccin  

CT-011 with 100 days llowi ou ell tr plant ve ha ergin  fo ng autolog s stem c ans ; fi ve und one tumor 

collection an endritic ll coll va era mp  pre-tr lant d d ce ection for ccine gen tion and are co leting ansp

chemotherap nd four ve und tum ion  cryo eserva ut h ety; a ha ergone or collect  and pr tion b ave not y  

undergone d ritic cell llection. Of the subjects enrolled onto the second cohort at RMC, two end  co

subjects are pleting standard re- t therapy. Both of the subjects failed to com of care p transplan
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ge ate enough tumor and dendritic cells for vaccine gen tion erefore will receive CT-ner era  and th

011 alone, making them un-evaluable per protocol. 

 

Subject Study Information 

Table 1: Screen Failures 

 

Subject 
Initials 

Screening 
Number 

Co t nsen
D  ate Age Gender Race/ 

Ethnicity Reason 

ES 2 5/ 0 W  Fa o m ibility criteria 25/1 54 F hite ilure t eet elig

JP 5 7/ 0 His Fa re to m ibility criteria 16/1 51 M panic ilu eet elig

GW 7 10 10 W  Fa o m ibility criteria /28/ 59 M hite ilure t eet elig

JD 13 5/3/2011 W  F o m ility criteria 51 M hite ailure t eet eligib

EB 18 7/ 1 African 
American

Elected to p ndard re 
th py only25/1 62 F ursue sta of ca

era  

JH 19 8/1 11 Whi  Elected to p ndard re 
therapy only 5/ 72 F te ursue sta of ca

JR 30 12/6/11 M Hispanic Failure to meet ibility criteria 61  elig

DA 45 1/ 3 W  F o m ility criteria 10/1 59 M hite ailure t eet eligib

 
 

Table 2: Subjects Enrolled  
 

Su t bjec
Initials Site Scr g eenin

Number 
Enrollmen
t Number 

Consent 
Date 

Registratio
n Date Age Gender Race/ 

E  thnicity
Off -Study 

Date 
Reason Off-

Study 

LC DF/HCC 1 8/1 0 D
Progression 1 5/10/2010 5/13/2010 48 M White 4/201 isease 

RG DF/HCC 3 11 0 2 6/23/2010 7/2/2010 70 M White /5/201 Death 
RP DF/HCC 4 3 7/1/2010 7/9/2010 52 F Black N/A N/A 

CC DF/HCC 6 12/12/2011 D
Progression 4 9/16/2010 9/29/2010 55 M White isease 

KF F/HCC 8 5 12/21/2010 12/30/2010 55 F White N/A N/A D

DW DF/HCC 9 6 12/27/2010 1/7/2011 47 M White 10/12/2011 
Elected to 

pursue SOC 
therapy 

DF DF/HCC 10 7 12/29/2010 1/13/2011 63 M White N/A N/A 

GF DF/HCC 11 8 1/3/2011 1/28/2011 73 F White 10/19/2011 
Elected to 

pursue SOC 
therapy 

SM DF/HCC 12 9 2/4/2011 2/15/2011 58 M White N/A N/A 
RR DF/HCC 14 10 5/16/2011 5/18/2011 67 M White N/A N/A 
AG DF/HCC 15 11 5/26/2011 6/6/2011 45 F White N/A N/A 



 

Subject Screening Enrollmen Consent Registratio Race/ Off -Study Reason Off-Sit  e Age Gender Initials Number t Number Date n Date Ethnicity Date Study 

KI 6/9/  White 11/6/2011 
Elected to 

pursue SOC 
y 

RMC 16 12 2011 6/14/2011 61 M 
therap

BF 19 1/2011 /A RMC 17 13 7/ /2011 7/2 64 F White N/A N

RB DF/HCC 20 14 8/22/2011 /26/2011 
cted to 

sue SOC 
y 

8 58 M White 3/1/2012 pur
therap

Ele

SMM 9/5/2011 2/2011 RMC 21 15 9/1 55 M White N/A N/A 
FM DF/HCC 22 16 10/12 6/2011 N/A /2011 10/2 50 M Hispanic N/A 
ES D 3 10/2011 /A F/HCC 23 17 11/ /2011 11/ 55 F White N/A N

KM  10/21 0/2011 DF/HCC 24 18 /2011 11/1 49 M Black 1/19/2012 Death 
KM  DF/HCC 25 19 11/17/2011 21/2011 11/ 56 F White N/A N/A 
KR /30/2011  RMC 26 20 11/22/2011 11 47 M White N/A N/A
NP 6 1/2011 N/A DF/HCC 27 21 12/1 /2011 12/2 62 F White N/A 
RT 1/5/ 1/9/2012 A RMC 28 22 2012 66 F White N/A N/
BB DF/HCC 29 23 1/20/2012 1/30/2012 White N/A N/A 60 M 
TB / /2012 RMC 32 24 2/2 2012 2/3 60 M White N/A N/A 
IC 1/5 7/12 N/A DF/HCC 31 25 /12 2/1 66 F Hispanic N/A 
LY  PM26 33 26 5/4/ 2012 N/A 2012 5/8/ 64 M White N/A 
HH  9 1/2012 /A PM27 34 27 6/1 /2012 6/2 30 M White N/A N
CG 7/17 3/2012 PM28 35 28 /2012 7/2 61 F White N/A N/A 
SF PM29 36 29 8/3/ /2012 N/A 2012 8/7 47 M White N/A 

PLL P 10/11 8/2012 iving 
t 

M30 37 30 /2012 10/1 66 M White 3/21/2013 
Not 

rece
transplan

FH 1 1/2012 /A PM31 38 31 10/1 /2012 11/ 66 M White N/A N
WP P 11/26 1/2012 M32 39 32 /2012 12/1 63 M White N/A N/A 
EH PM33 40 33 11/27 3/2012  /2012 12/1 68 F White N/A N/A
AW 3 17/2012 N/A PM34 41 34 12/1 /2012 12/ 53 F White N/A 
MS 12/18 1/2012 PM35 42 35 /2012 12/2 68 M White N/A N/A 
JG PM36 43 36 11/28/2012 1/4/2013 N/A 70 F White N/A 
HB PM37 44 37 2/4/2013 2/7/2013  75 M White N/A N/A
SA PM38 46 39 2/3/2013 2/7/2013 N/A 47 F White N/A 

MAG 2/2013  PM38 47 38 2/5/2013 2/1 66 F White N/A N/A
DP 3/1/ /2013 A PM40 48 40 2013 3/7 71 F White N/A N/
DH PM41 49 41 3/6/ 1/2013 A 2013 3/2 59 M White N/A N/
SS PM42 50 42 3/21/2013 3/25/2013 A 69 M White N/A N/
CK PM43 51 43 4/17/2013 4/26/2013 /A 49 F White N/A N
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TABLE 3: PARTICIPANTS WHO HAVE RECEIVED TREATMENT 
 

U ID BJECT 
Cohort and Dose 
Administered Treatment Dates Clinical Outcome S

RP/PM3 
(DF/HCC) 

Cohort 1: CT-011 Alone nt was complete 
t 3 doses at 3mg/kg 

#1. 2/14/11 
#2. 3/28/11 
#3. 5/9/11 

Best response at the end of transpla
response. Since completing treatment, the participan
has remained in a complete response. 

CC/ M4 P
(DF/HCC) 

e 
ssion 

ths following last treatment. 

Cohort 1: CT-011 Alone  
3 doses at 3mg/kg 

#1. 5/4/11 
#2. 6/15/11 
#3. 7/27/11 

Best response at the end of transplant was complet
response. The participant developed disease progre
at five mon

KF/PM5 
(DF/HCC) 3 doses at 3mg/kg #2. 8/9/11 

#3. 9/20/11 
response. Since completing treatment, the participan
has remained in a complete response. 

Cohort 1: CT-011 Alone  Best response at the end of transplant was complete 
t 

#1 6/28/11 

DF/PM7 
(DF/HCC) 

Cohort 1: CT-011 Alone  
3 doses at 3mg/kg 

#1. 3/6/12 
#2. 4/26/12 
#3. TBD 

Best response at the end of transplant was very goo
partial response. Best response after receiving treat
was a very good partial response. Since completing
treatment, the participant has remained in a very go
partial response. 

d 
ment 
 
od 

SM/PM9 
(DF/HCC) 

Cohort 1: CT-011 Alone  
3 doses at 3mg/kg 

#1. 9/19/11  
#2. 10/31/11 
#3. 12/12/11 

Best response at the end of transplant was ver
partial response. Since completing treatment, th
participant has remained stable at his best respons

y good 
e 

e. 

RR/PM10 
(DF/HCC) 

Cohort 1: CT-011 Alone  
3 doses at 3mg/kg 

#1. 1/31/12 
#2. 3/13/12 
#3. 4/24/12 

Best response at the end of transplant was comple
response. Since completing treatment, th
has remained in a complete response. 

te 
e participant 

BF/PM13 
(RMC) 3 doses at 3mg/kg 

11 
#2. 3/1/12 
#3. 4/11/12 

Best response at the end of transplant was complete 
response. Since completing treatment, the participant 
has remained in a complete response. 

Cohort 1: CT-011 Alone  #1. 1/19/

SMM/PM15 
(RMC) 

Cohort 1: CT-011 Alone  
3 doses at 3mg/kg #2. 5/15/12 

#3. 6/28/12 
partial response. Since completing treatment, t
participant has remained in a very good partial respon

#1. 4/5/12 Best response at the end of transplant was very good 
he 

se. 

FM/PM16 
(DF/HCC) 

Cohort 1: CT-011 Alone  
3 doses at 3mg/kg 

#1. 5/24/12 
#2. 7/5/12 
#3. 8/16/12 

Best response at the end of transplant was very goo
partial response. Since completing treatment, the
participant has remained in a very good partial re

d 
 
sponse. 

KM/PM19 
(DF/HCC

rt 1: C  Alone 
at 3  

2
2/12
13/

Best response at the end of transplant was a partial 
response. Note:  in the early post-transplant period prior 

on o 1, he otein ed to 
l f dir o g/d splant.  

A ime of h second C  infus r 
p tein w 0mg/d on foll  2 weeks 
later, was stab 600 m he par t 
c d to treatm d her p ein has 
r d stab  comp g treatm

) 
Coho
3 doses 

T-011
mg/kg

 #2. 7/
#1. 5/ 1/12 

 
#3. 8/ 12 

to ati
1400 mg/d

 initi f 1
rom a na

 CT-0 r r
f 1000 m
 parap  s

l pre-tran
increa

t the t er T-011 ion, he
arapro as 165 l, and ow up

le at 1 g/dl. T
n

ticipan
ontinue
emaine

receive 
le since

ent a
letin

araprot
ent. 

KR/PM20 
(RMC) 

 

Cohort 1: C  Alone 
at 3  

. 5/30/1

. 7/12/1

. 8/22/1

B sponse  end of lant w y good 
p espon partici  develop gressi
di  four m  follow mpleti udy 
tr nt and was removed  study. 

T-011  #1

3 doses mg/kg

2 
#2
#3

2 
2 

est re at the  transp as ver
artial r se. The pant ed pro ve 
sease onths ing co on of st
eatme  from  

TR/PM22 
(R ) 

t 1: C  Alone 
at 3  

23/1
27/1
7/1

Best response end of lant w plete 
r c pleting ent, t ant 
h ained mplete se. MC

Cohor T-011  #1. 8/
#2. 9/3 doses mg/kg

2 
2 

#3. 11/ 2 

at the 
e com

 transp
 treatm

as com
he participesponse. Sin

as rem in a co  respon

TB/PM24 
(RMC) 

Cohort 1: CT-011 Alone  
3 doses at 3mg/kg 

#1. 7/18/12 
#2. 9/6/12 
#3. 10/11/12 

Best response at the end of transplant was complete 
response. Since completing treatment, the participant 
has remained in a complete response. 
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Cohort and Dose SUBJECT ID Treatment Dates Clinical Outcome Administered 

LY/PM26 
(RMC) 3 doses at 3mg/kg #2. 1/17

#3. 3/4/1

Cohort 1: CT-011 Alone  #1. 12/6/12 
/13 
3 

Best response at the end of transplant was complete 
response. Since completing treatment the participant has 
remained in a complete response.  

SF/PM29 
 

Cohort 2: DC/MM 
Fusion Vaccine 3 doses 

10^6 ce -011 
ses at 3m

Vac #1. 3/7/13 
Inf #1. 3/14/13 
Vac #2. 4/18/13 

2. 4
3. TBD 

Inf #3. TBD 

Best response at the end of transplant was complete 
response. The participant wil disease 

d llo ple
eatment. 

at 5x
3 do

lls + CT
g/kg 

Inf #
Vac #

/25/13 reassesse
tr

l have his 
wing com at one month fo tion of 

 
In total, 1 nts itiated eatment on cohort one and are evaluable spo

4 , 1  without disease progression: seven participants have achieved a 

ur s h eved GPR and icipant ha ieved a n ad

rticip evelo gressi  disease: essed fou ths fol  

tion tment (7.9 months following t  and one essed f nth

ing c tion o ent (10.5 months  transpla oth we equ

ed fro dy. Th ian tim without disease progression for the 14 evaluable 

pan  months from transplant. 

nol spo  Date: munolog se was de ined by ifyi

tin act lls at h time po ined by th rcent T xpr

n re o ex posur o autolog  R ts are p d a

tage  or C ells ex essing IF

4 participa  have in  tr  for re nse. Of 

these 1 participants 2 remain

CR, fo  participant ave achi a V  one part s ach  PR. I dition, 

two pa ants d ped pro ve one progr r mon lowing

comple of trea ransplant) progr ive mo s 

follow omple f treatm  following nt.) B re subs ently 

remov m stu e med e 

partici ts is 16.5

 
 
Immu ogical Re nses to  Im ic respon term  quant ng 

circula g tumor re ive T ce eac int as def e pe  cells e essing 

IFNg i sponse t  vivo ex e t ous tumor lysate. esul resente s the 

percen  of CD4 D8 T c pr Ng. 

Pt # 
IFNg 

(REN) 
Pre-

Mobilization 
Pre- 

Infusion #1 
Pre- 

Infusion #2 
Pre- 

Infusion #3 
Post 

1 month 
Post Post 

3 month 6 month 

PM03 0.39 1.23 85 3.CD4/IFNg 0.21  3.27 1 1. 42 
  CD8/IFNg 0.42 3.43 11.33 13.3 3 4.61 9..34 22 

PM05 0.33 0.39 3 0.19 0.CD4/IFNg 0.07  4.08 .82 31 
 CD8/IFNg 0.39 1.25 9 1 1. 0.0.49  11.9 1.76 4 86 

PM05 0.07 0.33 0.39 4.08 3.82 0.19 0.31 CD4/IFNg 

 CD8/IFNg 0.49 0.3 1.25 99 1 1. 0.49 0.39 1.259  11. 1.76 4  
PM09 0.55 5.2 1.27 2.53 1.2 0.67 0.35 CD4/IFNg 

 CD8/IFNg 0.7 2. 10.6 7 5. 3.6 3 6.68 .31 1 61 
PM10 0 0.20 0.50 7 0 0.56 0.CD4/IFNg .23 0.1 .42 52 

 CD8/IFNg 2.30 3.20 5.47 4 3.69 4.0.71 .20 32 
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TREATME ED ADVERSE EVENTSNT RELAT  

 
 

Subject 
ID AE Start 

Date 
CTC 

Grade 
Relat  CT-ionship to

011 

A  ction
Taken Relationship 

toVaccine Re g gardin
TX 

Outcome 

PM03 Leukopenia 3/14/11 1 POSSIBLE N/A NONE RESOLVED 
PM03 Leukopenia 5/2/11 1 POSSIBLE N/A NONE RESOLVED 
PM03 Leukopenia 5/23/11 1 POSSIBLE N/A NONE RESOLVED 
PM03 L  eukopenia 7/11/11 2 POSSIBLE N/A NONE RESOLVED 
PM03 L a eukopeni 7/13/11 1 POSSIBLE N/A NONE ONGOING 
PM03 5/9/11 1 POSSIBLE N/A NONE RESOLVED ANC 
PM03 ANC 5/23/11 1 POSSIBLE N/A NONE RESOLVED 
PM03 ANC 6/10/11 2 POSSIBLE N/A NONE RESOLVED 
PM03 ANC 7/11/11 3* POSSIBLE N/A NONE RESOLVED 
PM P  N/A ONE VED 03 ANC 7/13/11 1 OSSIBLE N  RESOL

PM03 ANC 9/2/11 2 POSSIBLE N/A NONE RESOLVED 
PM03 ANC 9/30/11 1 POSSIBLE N/A NONE RESOLVED 

PM03 Allergic 
Rhinitis 7/11/11 1 POSSIBLE N/A NONE RESOLVED 

PM04 Diarrhea 5/5/11 1 PROBABLE N/A NONE RESOLVED 
PM OSSIBLE ONE VED 04 Diarrhea 7/27/11 1 P  N/A N  RESOL

PM04 Diarrhea 9/5/11 1 POSSIBLE N/A NONE RESOLVED 
PM04 Pa nt in, Joi 8/27/11 2 POSSIBLE N/A NONE RESOLVED 
PM04 Night Sweats 9/3/11 1 POSSIBLE N/A NONE RESOLVED 
PM04 Fatigue 8/27/11 2 POSSIBLE N/A NONE RESOLVED 
PM04 Fatigue 9/18/11 1 POSSIBLE N/A NONE RESOLVED 
PM05 D a iarrhe 7/7/11 1 POSSIBLE N/A NONE RESOLVED 
PM05 Diarrhea 7/31/11 1 POSSIBLE N/A NONE RESOLVED 
PM05 Diarrhea 9/27/11 1 P  N/A N  ROSSIBLE ONE ESOLVED 
PM05 Diarrhea 10/19/11 1 POSSIBLE N/A NONE RESOLVED 
PM07 diarrhea 3/6/12 1 POSSIBLE N/A NONE RESOLVED 
PM09 Diarrhea 10/10/11 1 POSSIBLE N/A NONE RESOLVED 
PM09 Rash 10/1/11 2 POSSIBLE N/A NONE RESOLVED 

PM09 
Thyroid 

Function,  10/31/11 1 POSSIBLE N/A
Low 

 NONE RESOLVED 

PM09 Eosinophils, 
Elevated 12/12/11 1 POSSIBLE N/A NONE RESOLVED 

PM10 Diarrhea 2/2/12 1 PROBABLY N/A NONE RESOLVED 
PM10 Diarrhea 2/13/12 1 POSSIBLE N/A NONE RESOLVED 
PM10 Diarrhea 2/23/12 1 PROBABLY N/A NONE RESOLVED 
PM10 Diarrhea 4/27/12 1 PROBABLY N/A NONE RESOLVED 
PM10 Nausea 2/1/12 1 PROBABLY N/A NONE RESOLVED 
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Subject 
ID AE Start 

Date 
CTC 

Grade 
Relationship to CT-

011 
Relationship 

toVaccine 

Action 
Taken 

Regarding 
TX 

Outcome 

PM10 
Thyroid 

Function,  
Low 

3/13/12 1 POSSIBLE N/A NONE RESOLVED 

PM15 Weakness 4/5/12 1 POSSIBLE N/A NONE RESOLVED 

PM15 Periorbital 
Swelling 4/5/12 1 POSSIBLE N/A NONE RESOLVED 

PM19 Leukopenia 6/4/2012 1 POSSIBLE N/A NONE RESOLVED 
PM19 Leukopenia 7/2/2012 1 POSSIBLE N/A NONE RESOLVED 
PM19 Leukopenia 7/23/2012 1 POSSIBLE N/A NONE RESOLVED 
PM19 Leukopenia 9/4/2012 1 POSSIBLE N/A NONE RESOLVED 
PM19 Diarrhea 7/15/2012 1 POSSIBLE N/A NONE RESOLVED 

PM19 Diarrhea 
(intermittent) 8/14/2012 2 POSSIBLE N/A NONE RESOLVED 

PM19 Diarrhea 
(intermittent) 11/2012 1 POSSIBLE N/A NONE RESOLVED 

PM19 Lymphopenia 7/23/2012 1 POSSIBLE N/A NONE RESOLVED 

PM19 hands 11/2012 1 POSSIBLE N/A NONE RESOLVED
Arthralgia,  

PM29 Myalgias 3/7/2013 1 UNRELATED POSSIBLE NONE RESOLVED 

PM29 Arthralgia, R 
ankle 3/11/2013 1 UNRELATED POSSIBLE NONE RESOLVED 

PM29 Vaccine Site 
Reaction 3/11/2013 1 UNRELATED DEFINITELY NONE RESOLVED 

PM29 Ecchymosis, 
vaccine site 3/13/2013 1 UNRELATED DEFINITELY NONE RESOLVED 

PM29 Facial Flushing 3/10/2013 1 UNRELATED POSSIBLE NONE RESOLVED 
PM29 ANC 3/14/2013 1 UNRELATED POSSIBLE NONE RESOLVED 
PM29 Leukopenia 3/14/2013 1 UNRELATED POSSIBLE NONE RESOLVED 

PM29 Flu-like 
Symptoms 3/14/2013 1 POSSIBLE UNRELATED NONE RESOLVED 

PM29 Leukopenia 4/4/2013 1 POSSIBLE UNRELATED NONE RESOLVED 
PM29 ANC 4/4/2013 1 POSSIBLE UNRELATED NONE RESOLVED 
*The episode of grade 3 low ANC resolved to grade 1 after two days without growth factor support. This event did 
not meet TLT criteria. 
 
 

Treatment Related Serious Adverse Events:   

There have been no serious adverse events related to study treatment.  

 

Treatment Summary of Subjects that Died While on Study:   

There have been two unrelated deaths on study. The participants had not initiated study 

atment. One participant died on 11/5/10 after suffering a cardiac arrest in his home; the event 

as reported to the Dana Farber Harvard Cancer Center IRB on 11/11/10.  Another participant 

ommitted suicide on 1/19/12; the event was reported to the Dana Farber Harvard Cancer Center 
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IRB on 1/20/12. Although the unrelated deaths did not meet reporting criteria to the FDA, both 

were nevertheless communicated to the FDA as the events were representative of deaths on study 

(FDA1571: S268 sent on 11/15/10, and FDA1571: S295 sent on 1/20/12,). At RMC, one 

participant came off study prior to initiating study treatment to pursue only standard of care 

therapy.  

 

UC. REPORTABLE OUTCOMES 

 

There are no updated reportable outcomes since last year.  

 

UD. CONCLUSIONS 

 

The clinical trial (DF-HCC protocol 09-061) is open to accrual at both the Dana Farber Harvard 

Cancer Center (Boston), and Rambam Medical Center (Haifa, Israel). To date, 27 patients have 

been enrolled into Cohort 1, and 16 patients have been enrolled to Cohort 2. 14 patients have 

received at least two infusions of CT-011. The remaining patients are undergoing pre-transplant 

therapy/transplant. CT-011 has been well tolerated, with possibly related adverse events 

consisting of transient grade 1-2 leukopenia, diarrhea, fatigue, arthralgia, rash, and peri-orbital 

edema. One patient developed grade 3 neutropenia, which resolved after two days without 

growth factor. Immunologic response was determined by quantifying circulating tumor reactive 

T cells prior to each dose of CT-011 and at 1, 3, 6 months following the last infusion, as defined 

by the percentage of T cells expressing IFNg in response to ex vivo exposure to autologous 

tumor lysate.  12 patients have completed 6 months of follow up after the third dose of CT-011, 

and 5 have been evaluated for immune response. CT-011 therapy was associated with the 

dramatic expansion of myeloma specific T cells. We are currently enrolling to the second cohort 

in which patients receive CT-011 in addition to the DC/MM fusion vaccine. Clinical and 

immunological response to the study treatment will be assessed.  

 

  

 

 


	Body………………………………………………………………………………….. 1



